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DECTOMAX Pour-On NADA 141-095

1. GENERAL INFORMATION

a. File Number: , NADA 141-095
b. Sponsor: ' Pfizer, Inc
235 East 42d St.

New York, NY 10017

Drug Labeler Code: 000069

c. Established Name: | Doramectin

d. Proprietary Name: DECTOMAX Pour-On

e. Dosage Form: \ Solution

f. How Supplied: ; | 250 mL, 1 liter, 2.5 liter, and 5 liter containers

g. How Dispensed: Over-the-Counter (OTC)

h. Amount of Active Inéredients: 5 mg doramectin/mL

i. Route of Administraﬁon: Topical

j. Species/Class: | Beef cattle & Dairy cattle less than 20 months

k. Recommended Dosage: Administer 500 mcg doramectin/kg (227 meg/lb)

of body weight. Each mL contains 5 mg of
doramectin, sufficient to treat 22 1b (10 kg) of

body weight.
1. Pharmacological Category: Antiparasitic
m. Indications: For the treatment and control of the following in cattle.
Gastrointestinal Roundworms
Ostertagia ostertagi Adults and Ly, including inhibited larvae
Ostertagia lyrata Adults
Haemonchus placei Adults and L4
Trichostrongylus axei Adults and L4
T. colubriformis ‘ Adults and L4
Cooperia oncophora : Adults and L4
C. pectinata Adults
C. punctata Adults and L4
C. surnabada Adults
Bunostomum phlebotomum Adults
Oesophagostomum radiatum Adults and Ly
Trichuris spp. Adults-
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DECTOMAX Pour-On NADA 141-095

'Efficacy below 90% was observed against adult Cooperia oncophora in some clinical
studies !

Lungworms
Dictyocaulus viviparus Adults and Ly

Eyeworms :
Thelazia gulosa Adults.
Thelazia skrjabini Adults -

Grubs
Hypoderma bovis
H. lineatum

Sucking Lice
Haematopinus eurysternus
Linognathus vituli
Solenopotes capillatus

Biting Lice
Bovicola (Damalinia) bovis.

Mange Mites
Chorioptes bovis
Sarcoptes scabiei

Horn Flies
Haematobia irritans

DECTOMAX Pour-On solution has been proved to effectively control infections and to
protect cattle from reinfection with Cooperia oncophora, Dictyocandus viviparus,
Ostertagia ostertagi, and Oesophagostomum radiatum for 28 days; and Cooperia punctata
and Haemonchus placei for 35 days after treatment.

n. Effect of Supplement: This supplement allows the following additional persistent effect
indications. DECTOMAX Pour-On solution has been proved to effectively control
infestations and to protect cattle from reinfestation with Bovicola (Damalinia) bovis for 77
days and Linognathus vituli for 42 days after treatment.
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DECTOMAX Pour-On . NADA 141-095

2. EFFECTIVENESS
a. Dose Characterizatfon

Effectiveness studies were presented in the original NADA 141-095 FOI Summary approval
dated September 16, 1997, establishing the recommended effective dose of DECTOMAX
Pour-On for the treatment and control of internal and external parasites.

b. Substantial Evidence

Two dose confirmation studies, conducted under the same protocol, evaluated the persistent
effect of DECTOMAX Pour-On, administered topically at a dose of 500 mcg/kg against
infestations of Linognathus vituli and Bovicola (Damalinia) bovis.

In each study, twenty-four (24) adequately infested mixed-sex beef calves (principals)
having at least 5 B. bovis and 10 L. vituli were randomly and equally assigned to either the
DECTOMAX Pour-On vehicle group or the DECTOMAX Pour-On group. From Day -1 to
Day 35, the calves were kept in pens by treatment group. ‘From Day 35 to Day 182, all
calves were commmgled in one pen. On Day 0, DECTOMAX Pour-On or vehicle was
applied to the principal calves as indicated by treatment group. Lice counts of 9 predefined
body regions were performed on these calves on Day -1 and Day 35. The pre-treatment lice
infestations were cleared from the calves treated with DECTOMAX Pour-On by Day 35.

To determine the persistent effect of DECTOMAX Pour-On, two seeder calves that were
adequately infested with B. bovis and L. vituli were introduced to the pen where the
principal calves were housed on Days 35, 63, 91, 119, and 147. The seeder calves remained
in the pen for the duration of the study. Two louse-free sentinel calves were introduced to
the pen on Days 35, 56, 77, 98, 119, 140, and 161 to confirm that natural contact
transmission of lice was occurring. - The sentinel calves were removed from the pen 28 days
after entry. Lice counts were done every 7 days from Day 35 through Day 182 on the
principal, seeder, and sentinel calves during the period they were in the pen.

For each study, percent efficacy was determined by comparing the geometric mean lice
counts of the treated group with those of an untreated control group for each species present
in at least six adequately infested control animals at each count day using Abbot’s formula.
A general linear repeated-measures mixed model was used to analyze log transformed lice
counts. The significance for the louse count comparisons was set at P<0.05. The persistent
effect period was dct{srmined at each count day when there was an adequate level of
infestation in at least 6 control animals, a statistically significant difference between treated
and control animals at P<0.05, and 95% efficacy using geometric means for each genus
species of parasite. Using these criteria the two studies supported a persistent effect against
Linognathus vituli for 42 days and Bovicola (Damalinia) bovis for 77 days after treatment.

The two studies are summarized below.
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B.1

Dose Confirmation Study 2039B-60-99-119

1) Investigator:  JohnE. Lloyd, Ph.D.

Jim W. Waggoner, Ph.D., P.A.S.
University of Wyoming
Laramie, Wyoming

2) General Design: .

3

a.

Purpose: To eévaluate the persistent efficacy of DECTOMAX Pour-On administered
at a dose of 500 mcg/kg body weight to Bovicola. (Damalmm) bovis and
Linognathus vituli infested cattle that are housed with untreated calves with Bovicola

evvisthay itesli ﬁfacﬁvﬂwnnn
(Damalinia) bovis and Linognathus vituli infestations.

Animals: Male castrate and female beef cross-bred calves 4.to 10.months old were
used. There were twenty-four (24) principal animals weighing 165 to 246 kg at the
start of the study (twelve per treatment group). There were ten (10) infested seeder
calves weighing 183 to 261 kg and fourteen (14) non-t:reated non-infested sentinel
calves welghmg 175 to 231 kg.

Infestation: The principal calves were naturally infested with Bovicola (Damalinia)
bovis and Linognathus vituli at the start of the study. Additional louse exposure
came by natural transfer from seeder calves introduced into the pen periodically for
the duration of the study. '

Controls: There were twelve (12) animals in the negatlve control group that
received vehicle. «

Treatment Regimen: The principal calves were given a single administration of 1
mL/10 kg body weight of vehicle or doramectin (500 mcg doramectin/kg body
weight) on Day 0.

Study Duration: 182 days

Primary Variable: The density of louse popuiatxons was assessed by summing the
lice counts within pre-defined areas of examination on 9 body regions on Days -1,
35, 42, 49, 56,70, 77, 84, 91, 98, 105, 112, 119, 126, 133, 140, 147, 154, 161, 168,
175, and 182."

Results: There was an adequate level of infestation of Bovicola (Damalinia) bovis in the
12 vehicle control calves throughout the study. For Linognathus vituli, the infestation
was adequate through Day 42. On Day 35 the treatment was 100% effective against
Bovicola (Damalinia) bovis and Linognathus vituli. The period of persistent effect
demonstrated against Bovicola (Damalinia) bovis was 98 days and against Linognathus
vituli was 42 days. The results are summarized in Table 2.1 for Bovicola (Damalinia)
bovis and Table 2.2 for Linognathus vituli.

Paged



DECTOMAX Pour-On | , o NADA 141-095

Table 2.1 Study 2039B-60-99-119 - Persistent Efficacy (based on Geometric Means) of
DECTOMAX Poﬁr—On Against Bovicola (Damalinia) bovis '

\ Geomcjtric Mean Lice Counts
Day of ' Vehicle DECTOMAX P-value® % Efficacy’

Study ' Control Pour-On
-1 13.3 , 12.4 - , -
35 27.3 0 : - 100.0
) 308 0.7 0.0001 97.7
49 304 0.1 0.0001 - 99.8
56 - 333 0.3 0.0001 - 99.2
63 48.1 0.7 0.0001 : 08.6
70 . 432 0.7 0.0001 98.4
77 36.3 0.7 0.0001 98.2
84 36.1 0.2 0.0001 99.6
01 343 0.2 ~0.0001 99.3
98 - 39.8 1.2 - 0.0001 97.1
105 ©50.2 2.6 0.0001 94.8
112 - 474 2.8 0.0001 94.1
119 74.9 33 0.0001 95.6
126 . 584 6.8 0.0001 88.4
133 44.7 8.1 0.0001 81.8
140 44.3 9.0 0.0008 - 79.8
147 . 45.6 13.3 0.0072 70.7
154 . 474 32.6 , -0.2991 314
161 . 498 44.7 : 0.7689 10.1
168 - 395 498 0.6148- -
175 - 273 45.6 0.1689 -
182 28.6 44.5 0.1733 \ -

P—value Staustlcal significance at alpha = 0.05
o efficacy = Mean no. of lice vehicle-treated group — Mean no. lice doramechn«treated group X 100
‘ Mean no. of lice vehicle-treated group
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DECTOMAX Pour-On NADA 141-095

Table 2.2 Study 2039B~60~99»1 19 — Persistent Efficacy (based on Geometric Means) of
DECTOMAX Pour-On Agamst Linognathus vituli

Geometric Mean Lice Counts
Dayof Vehicle DECTOMAX = P-value® % Efficacy”
Study Control Pour-On

-1 © 345 339 - )
35 14.5 0.0 - ‘ 100.0
42 ;106 / 0.0 0.0001 100.0
49 38 0.1 0.0001 98.5
56 2.0 0.0 : 0.0018 100.0
63 1.6 0.0 - 0.0054 100.0
70 1.3 0.0 0.0166 100.0
77 15 : 0.0 0.0093 100.0
84 19 0.0 0.0024 100.0
91 C 23 0.0 0.0006 100.0
98 F3.3 0.1 10.0001 98.2
105 45 0.0 0.0001 100.0
112 .5 0.1 ’ 0.0001 ‘ 97.6
119 3.8 01 0.0001 96.7
126 2.3 0.1 0.0021 94.6
133 4.4 0.2 0.0001 96.3
140 24 0.2 0.0019 - 933
147 4.5 0.5 0.0002 88.6
154 33 06 0.0048 81.5
161 4.8 1.3 0.0069 73.5
168 3.3 1.3 0.0735 60.3
175 C22 2.6 0.7240 -
182 2.2 3.1 0.4724 -

P-value: Statistical significance at alpha = 0.05

®o efficacy = Mean no. of lice vehicle-treated group — Meanno. lice doramectin-treated group X 100
Mcan no. of lice vehicle-treated group -

4) Adverse Events: No treatment related health problems were observed during this study.
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DECTOMAX Pour-On . : ) NADA 141-095

B.2

Dose Confirmation Study 2039B-60-99-120

1) Investigator: Larry L. Smith, D.V.M,

Research and Development, Inc.
108 Davis Street
Lodi, Wisconsin

2) General Desigﬁ: f

3

a.

Purpose: To evaluate the persistent efficacy of DECTOMAX Pour-On administered
at a dose of 500 mcg/kg body weight to Bovicola (Ddmalinia) bovis and
Linognathus vituli infested cattle that are housed with untreated calves with Bovicola
(Damalinia) bovis and Linognathus vituli infestations.

Animals: Male castrate and female beef cross-bred calves 4 to 8 months old were
used. There were twenty-four (24) principal animals- welghmg 119 to 197 kg at the
start of the study (twelve per treatment group). There were ten (10) infested seeder
calves weighing 129 to 321 kg and fourteen (14) non-treated non-infested sentinel
calves weighing 217 to 352 kg. (

Infestation: The principal calves were naturally infested with Bovicola (Damalinia)
bovis and Linognathus vituli at the start of the study. Additional louse exposure
came by natural transfer from seeder calves introduced into the pen periodically for
the duration of the study.

Controls: There were twelve (12) animals in the negativé control group that
received vehicle.

Treatment Regimen: The principal calves were given a single administration of 1
mL/10 kg body weight of vehicle or doramectin (500 mcg doramectin/kg body
weight) on Day 0.

Study Duration: 182 days |

Primary Variable: The density of louse populations was assessed by summing the
lice counts within pre-defined areas of examination on 9 body regions on Days -1,
35, 42, 49, 56, 70, 77, 84, 91, 98, 105, 112, 119, 126, 133, 140, 147, 154, 161, 168,
175, and 182.

Results: There was an adequate level of infestation of Bovicola {(Damalinia) bovis in the
12 vehicle control calves throughout the study. For Linognathus vituli, the infestation
was adequate through Day 154. On Day 35 the treatment was 100% effective against
Bovicola (Damalinia) bovis and Linognathus vituli. The period of persistent effect
demonstrated against Bovicola (Damalinia) bovis was 77 days and against Linognathus
vituli was 105 days. The results are summarized in Table 2.3 for Bovicola (Damalinia)
bovis and Table 2.4 for Linognathus vituli.
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Table 2.3 Study 2039B-60-99-120 — Persistent Efficacy (based on Geometric Means) of
DECTOMAX Pour-On Against Bovicola (Damalinia) bovis

Geometric Mean Lice Counts r
Dayof Vehicle =~ DECTOMAX  P-value’ % Efficacy”

Study Control Pour-On
-1 - 347 55.6 - )
35 2103 0.0 - 100.0
42 . 1823 1.0 0.0001 99.5
49 - 2494 1.1 0.0001 99.6
56 230.7 2.2 / - 0.0001 99.0
63 ¢ 2193 - 5.1 0.0001 97.7
70 227.1 6.4 0.0001 97.2
77 202.4 / 5.5 0.0001 I 97.3
84 - 214.0 13.9 0.0001 93.5
91 © 1893 ) 19.7 0.0001 89.6
98 . 1973 41.6 0.6001 78.9
105 - 169.1 84.2 0.0302 50.2
112 . 155.7 1154 0.4068 259
119 142.9 167.7 0.6253 -
126 - 101.1 ' 151.9 0.1936 -
133 - 123.6 201.8 0.0791 -
140 - 82.1 - 1473 0.0502 -
147 70.1 122.0 - 0.0819 -
154 57.1 87.0 0.2821 -
161 283 82.3 0.0448 i
168 © 433 / 63.1 0.3541 -
175 25.7 41.4 0.3295 -
182 20.8 35.8 0.27\13 . -

P-value Statistical s1gn1ﬁcance at alpha = 0.05
bo efficacy = Mean no. of lice vehicle-treated group — Mean no. 11ce doramectin-treated group X 100

Mean no. of lice vehicle-treated group-
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Table 2.4 Study 2039B 60-99-120 — Persistent Efficacy (based on Geometric Means) of
DECTOMAX Pour-On Agamst Linognathus vituli

Geometric Mean Lice Counts
Day of * Vehicle DECTOMAX P-value® % Efficacy”

Study " Control Pour-On

-1 ©122.6 . 167.7 - -
35 - 76.5 0.0 - 100.0
42 . 50.0 0.0 0.0001 100.0
49 31.3 0.1 0.0001 99.6
56 . 255 0.0 0.0001 100.0
63 19.8 0.1 0.0001 99.7
70 21.0 0.0 ©0.0001 100.0
77 . 21.8 . \ 0.1 0.0001 = . 99.7
84 14.9 0.1 ' 0.0001 99.2
91 - 196 0.3 ’ 0.0001 98.3
98 21.9 03 0.0001 98.6
105 15.3 0.4 - 0.0001 97.4
112 16.2 1.4 0.0001 91.5
119 16.6 2.3 0.0001 86.3
126 15.3 6.6 0.0146 56.6
133 153 \ 72 0.0269 52.9
140 C12.4 7.5 0.1377 39.8 -
147 - 10.5 5.7 0.0799 . 459
154 10 4.5 0.2335 35.2
161 45 77 0.1464 , -
168 3.1 4.5 ) 0.3595 -
175 2.0 4.6 0.0495 -
182 21 4.5 0.,0605 -

P—value Statistical s1gmﬁcance at alpha 0.05
o efficacy = Mean | zo. of lice vehicle-treated group — Mean no. lice doramectin-treated group X 100

Mean no. of lice vehicle-treated group

4) Adverse Events: No treatment related health problems were observed during this
study.
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3. TARGET ANIMAL SAFETY

No further target animal safety data were required from the original approval as discussed in
the parent NADA 141-095 FOI Summary approval dated September 16, 1997.

4. HUMAN SAFETY - | | ‘

No further human food safety data were required from the otiginal approval as discussed in
the parent NADA 141-095 FOI Summary approval dated September 16, 1997. There is a
45-day withdrawal period for slaughter, a withdrawal period for milk has not been
established, and a withdrawal period has not been established for pre-ruminating calves.

5. AGENCY CONCLUSIONS

The data submitted in support of this supplemental NADA . sat1sfy the requirements of

section 512 of the Federal Food, Drug, and Cosmetic Act and 21 CFR Part 514 of the

implementing regulations. The data demonstrate that DECTOMAX Pour-On for cattle

when administered once at 500 mcg doramectin/kg body weight is safe and effective for the

following persistent effect periods: Bovicola (Damalinia) bovis for ’77 days and Linognathus
.vituli for 42 days aﬁer treatment.

The Agency has concluded that this product may retain over-the-counter marketing status
because adequate directions for use have been written for the layperson and the conditions.
of use prescribed on the label are likely to be followed in practice.

In accordance with 21 CFR 514.106(b)(2)(v), this-is a Category i change which did not
require a reevaluation of safety or effectiveness data in the parent application. Persistence
effectiveness studies were submitted to support extended antiparasitic activity against two
ectoparasites.

Under Section 512(c)(2)(F)(iii) of the Federal Food, Drug, and Cosmetic Act, this
approval qualifies for THREE years of marketing exclusivity beginning on the date
of approval. The three years of marketing exclusivity applies only to the additional
persistent effect indications for lice listed above.

DECTOMAX Pour-On is under the following U.S. patent number:

U.S. Patent Number . Date of Expiration
5,089,480 July 30, 2010

6. ATTACHMENTS
Facsimile Labeling is attached as indicated below:

A. 250mlL, 1 liter, 2.5 liter, and 5 liter — bottle label and box carton
B. Package insert for all contamer sizes
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PRODUCT DESCRIPTION: Dectomax Pour-On solutienis 8
ready-to-use, systemically active, clear, light blue solution
containing 0.5% wiv docamectin (5 mg/ml) itis formulatad
10 deliver the racommended dosage of 500 meg/kg
(227 meg/ib} of body weight when given by topical admin(s-
wation at the rate of 1 mL/22 ib {10 kgl of bady weight.
PRODUCT CHARACYERISTICS: Declomax Pour-On solution
Y] Mgtw ncwa, broad- -spectrum parasmclde for topical
¥ -wu L cmh ft contains. 4 & novel
ychc factone dis dby
Phizer inc Doramectm is isolated from fermentations of
selected straing derived from the soif organism Strepto-
myces avermiiis.
A primary mode of action of macrocychc tactonesis to
modiiate chioride on channel actmtv ] the newvous
systein of des and arthrop yelic lac-
tones bind to recaptors that incraase membrane perme-
shility 10 chioride lons. This intibits the elactrical sclivity
of nerva cells in nemstades and muscle calls in srthrapods
and c-usespun!ysus and death of the pulslms !n mam-
mals, the ta which fac-
toars bind are Iocahzcd within-the central nervous system
(CNSI, a site reached by only negligibie cancantrations of
doramactin,
One dose of Dectomax Pour-On solution effectively treats
and controls a wide range of roundwarm and arthropod
parasites thatimparr the health and praductivity of catle
Swies have demanstrated the safety margin of dora-
mactin, In USA trials, no toxic signs were seen in cattie
gwven up to 25 émes the recommended dose of Dectomax
injectable solutian, A study using Dactamax Injectable
solution also demonstratad safety in neonatal caives
treated with up to 3 times the recommended dose. (n
braedmg animats {bulls, and cows duning follicutogenesis,
ocganogenasis, implantation, and through gestation), a
dose 3 times the recommended dase of Dectomax inject-
abla solution had no efiect an breedmg performance A
kinetic study d d that sy expo-
sm o docamactin from Dectomax Pour-On was (ess than
systemic exposure ta doramectin from Dactomax Injectable
solutson
PRODUCT INDICATIONS: Dectomax Pour-On sofution
ndicated for the wantmam #nd contral ntha tollowing
species of g aye-
worms, grub: {see PRECAUTIGNS), biting and sucking fice,
niors flies, and mange mites 1n cattie. Consult your veleri-
nacian for assistance in the diagnosss, treatment, and con-
ot of parasitism.
Gastrointestinal roundworms.
Ostartagie ostortagiladuits and Ly mcluding inbibited farvae)
0. fyrata {adutts}
Hasmonchus places (adufts and Ly
Trichostrongylus axsi{adults and Ld
T colubeiformis {aduits and Lg}
Looperia oncophora {adultst and Ly}
L. pectnata ladults)
& punctatx (sdults und Lg
€. surnabads {adults)
Banostomum phisdotomum {adutts}
Oasophagostomum radtum {acults and Ly}
Trchuris spp (adults}
1 Ethcacy Ueiow 0% was observed sgamst adult C. pecaphors
n some clincal studies

g

Lungworms (ackilts and fourth stage larvae] ’
Dectyocaulus vraparus
Eyeworms Giubs
Thelazia gulose (adults): Hypodesms bovis
T. skoabim {adutis) H, kingetim
lce ' Horn Flies
Biting Lice Hasmatobia writaas
Bovicols (Dmuhmlbom -Manga Nites
Sucking Lice Chorioptes bows
¥ ptes scabie
Unognathius vituk
Solenopotes capiflatus

Dactamax Paur:On solution hes been proved to effectively
coritrol infections md to protect come hom soinfection
with Coapaeria Dicty ip

Ostortagis osumgLanﬂ

28 days; and Cooperia punclm and Haamtonchus placm
for 35 days after treatmant.

Dectomax Pour-On solution has been proved 1 eﬂecwely
control miestations and fo protect ¢ attle from reinfostation .
wath Bovicola (Damalinia} bovis to 77 days and tinagnnhas
wituli for 42 days after trdatmeat

Management Consideritions for florn Fliss

Dectomax Pour-On solution provides 7 days of persistent
activity against horn flies The product showdd be used as
part of an grase and be combingd with
other meithods or extendied hom #ly control, For optimat -
hoen fiy control, consult with your va(anuamn of & livasiock
entomalogist B
BOSAGE: Administer Declomax Pour-On solution to cattie
topically st a dosage of 500 még doramectin per kg

(227 mcg/ihy of body weight Eachimi. contams Smg of .
doramectin, sufficient to treat 22 b {10 kg! of body waight,
For the bast results, Dactomax Paur-O solation should be
2 part of & parasite control program forboth internal and |
extemat parasites based on the dpidemialogy of these par-
asites, Consult e vetannanan.or an entomologist for infor-
tnation regarding the most eftective uming of applications.

" handle and the &

ADMINISTRATION: DectomaiPaur-On sohstion should be
applied topically along the mid-fine of the backin & narrow
strip betwaen the withers and taihaad

Basing Cup (250-mL and 1-L bottles)

Adosing cup is provided for use with Dectomax Paur-On
solution supplied m 250yl and 1. L botties, TheDectamlx
Paur-0n solution dosmg cup should be instalted by ratating
the cup on the bottle neck untif ight When instalied cor-
sectly, the spout s alignad at the emid-polat on the wide

side of the bottie. .

Yhe curved end of the dosmg cupwbe shouid be o5
noned af tha bottom of the botia on the side oppasite the
spout. When the dosing cup is wr the closed pasition

{*zera” at set dosage mark an screwl, product does not
enter the cup reservor . Select 2 dose |1 mi par 22 ib

{10 kg) ot hody waigiuf lr{ twasng the dosing sceew or the
top of the desing cup 1o the desired posdton The hrst com- -
plete turn of the dosing ‘screw will set the Pase at WmL
{*10” $hows on the scraw at set dose mark), Each additional -
tuen increases the dose, v § mL sneceyents until o maki:
murm dose 0t 50 mL 150" 15 the bottom number showing on
scrow at the set dose mark) is reached, When body weight
15 betwaen wmghl markwngs o4 the dosmg cup, use the
tigher dase valume

To fill the-dosig reservare, hold the homa upright and
squasze it until a slight excess hag been delwered as indi-
catad by the calibration ines felegse the prassure and
excass will automatically drain tmm the reservaoic and
return to the bottle
Tilt the botile to detwerdhe dose Dectomax Pour-On'saly’
tion shoutd be Usliverad to catite on the hack in a single
pass from the wathers 10 the taithead,
Applicators {25-L and 5-¢, hottles} !
Applicators are available for use with Dsctomax Pour-On
soluton supplud w 2  S-and S Lbad(packs Directions for
2 § are p d balove: Some
may be wum this farmutati ‘
Phillips Pouc-on Applicator System
1. Replace the stippng cap on 2.5+ or § L backpack with
the draw-off cap provided and tightan fismly
2. Thread the draw-off twbig through thie anti-kink spring
Attach the wube ta the draw-oif cap, Screw the spring
counter clockwise over the tubing and draw-off spigot
3 lavert the backpsck '
4 Set the dose lo maxmum {50 mL} Gently prane the apph
calor, checking for luaks To pme, place e nozzie mic s
clean, dry raceptacie shd depress tver Tully Pump 3-¢
short strokes ensunng fat the peston reathes the and of
the cylinder, and then release the léver completely tp filt the
cylnder A small ai bubble may appear within the cyfiader
This will nat affact the dosiig acouracy
9 Set the required dosé any admimstar

63.526940 9

. applyittoth

8. To thsconnsct the system, wocud s follaws:
) Setbackpack i spward position.
by Dischargs residust material from the spplicator
and draws5i lubing into & separats, clean,
dry tuuptam
7. Fallow the 5 rac dati
' of tha dosing spph
8, Remove the draw-off cop Rmuco with tha originat cap’
and tighten firmiy.
smﬁl’u(-u Applicator Systom
1, Raplace the shipping cap on the 25~ or §- backpack
with thé draw-olf cap provided and tighten fiomly,
2. Triread the draw-off tbing through the anti-Kirik spring
Attach the tube to the draw-olf cap. Serew the spring
clockwiss avar the ubing. and draw-off spigot.
3. invert the backpack.
4. Set the-dase at the maximum (50 mL} by unscrewing the -

for care and

* adjuster at the hagy of the handie, Gantly prime the apphi-

cater, checking for feaks, Yo prime, pointthe oo inlaa -
clean, doy récaptacte aad quntly pump the lever back and

- Torth to expol air ferm the system, Whan tha bercel com-

pletely fills after avary priming strake, set the dose.

© 5, Satths dose s follows;

8} Use the handie to align tha midgle. ofthe bkw
plunger fing With the chosen mark on the barrel.
 Tighten the adjustar screw sgsingt the handle.

b) Secure tha dose with the ld;tmaf setow rockml

Note: Dose y can be ch

kniown numbac.of set doses inte 8 moxst¥ing cyﬂndor
Correct sny inaccuracy by admﬁuqm doza setting
scvéw, gman this procedure tntit dmnd Acturacyis
achieve

(& Administer astk dose by fully, depmsuw the handle so |

that the plunger travel its-entire-set length: Ralease this
-ator will sutematically refil,
7. To disconngct tha system protead as dallows;
a} Setbackpatk inupward position.
t) Discharga rasidual material from.the appl;cakx ang
draw off tuliing into & separate, dry teceplacts.
8 Follow the manutsctirer’s recammendation for.care and
of the dosing ap
9. Rgmove the draw-off cap. ammw;m the original cap
and tighten firmly..
WARNING: Flammabis! Koop away from hust, sparks, npu
flame, £nd oifier sources of igaltion. Not Jor humar uss.
Koep out of reach of children. This Matesial s.myom
Shoat {MSOS} i
information. To repart adverse affects in users, v abtaln
wmors infonnation, er b obtain an MSDS, elli 18003665288,
Dectomix Pour-On solation for cattls may be irctating to
fatian skin end eyes, ¥nd users should be caceful aot to
ivas or t0 ather should
wesr protactve clothing lmludlng along-sleeved shirt, rube
er gloves, snd hents with & waterproof coal when spply-
ing the product. Pmtecﬁmioming shoullt be washed aftar
use. if accidental gkin contact ocrurs, wash the.affected
area immedistoly withisoap and water, if accidental ey
exposure accers, flush the eyes lmmdul;ely wath watar
and.gat madical wttastion.
RESIDUE WARNING: lemmt ot be staugh-
tarad for huwan zonsunption within 45 days of
treatment. ot for usa in female deiry cattle 207 -

. months of age o older. A withdrawal period has' |
notbeen established for this product iri provimi-
nating calves. Do notyse in calves 1o ba p(n
cessed for vaal..

PRECRUTIONS:

Osctemax Potr-On solution mmnd«chwﬂ muit'@
catiy foruse in catiie nly. This product shoutd

in other anisl spucies 45 sevore adveres nmium,
including fatalitien in' doge may oselt, ' ,
This product is tobe appiied to skin surtave anly Do nat
adéninister orally or parenteratly.

Bo hot apply'to srass of skinwhich are caked with wud or
manure

Wash hands after use.

Do not smoke.or aat while handlmg the praduct.
Cloudinass in the foriulation may sccur when Dactomax

. Pour-On solution is stared st tomparaturas below 0°C {32°Fy;

Allowing to warm to roony femparatute will rastore the nor- .

mal appearance withowt affecting etficacy.

Dectomax Pour-On sofistion I highly etfective against cante
grubs. Howaver, praper timing of treatmant 1s importast For
most effeciiva results, cattle should be treated s soan 2s
possible after the end of the. st Tiy [warble} season, .
Dastruction of Hypedoma larvae {catite grubs) st the pacod

- when these grubs aredn wh( areas may cause undesirgbla

g the y of tstahies

N Klumg H, lingatuim when 1t is in the issue summdmg!he .

guliet may cause bloat, kiltng #. ovis wher it is 1 the ver-
tebrat canal may cause staggering or paralysis These
reactons are not specific 1o traatment with Decfamax
Pour-0 solution, but carcoctur with snysuccessfuf weat-

“magnt of grabs, Cattle should be raated aither bafore or

after the m:grataq phase of grub development. Cansilt
yaur vetarinarian concaring the proper 1ims for reatment,
Cattle treated with Dextomax Pour-O salunnn atterthe .
end of heel fly season may be re-tredted wnm Dectomax
Pour-On.during the winter-for intemal pafasites, mange
mites, ar biting and sucking hee, withaut denger of grub-
rafated resctions. A piarnaed pmm conlral progeam s
racommendad.

USE CONDITIONS: Vatying waather cpaditions, ;miudmg
ramfall, do not aftect the effrcacy of Dec\o"\au Pour-ta

ENVIRONMENTAL SAFETY: Studies indicate that when
doramectia comes in contact with the soil, it readily end
tightly binds to the soil snd becomes inattive over time Free
doramactia may adversely sffect fish snd certain squatic
organisms, Do not parmit cale to enter takes, siraams o
ponds foc 4t loast B Hours after trastmant. Do not contami
nate water by dicect application or by $ie imgraper disposal
ot deug containars. Dispose of containers i an approved
tandfiti or by i with other

doramuctin is excreled in the dung of trested animals and
aan infiibit the reproduction snd growth of past snd benefi-
cial insects thatuse dung as » Source of (cod and for repro-

" dustion. The magnitude and duration ot such effacts are

spocies and life-cycle specific, Whan used sccording
{atyof & tve not 0 have an
adverse impact on powlmom of dung-depandent insects
Store Below 30°C (16°F)

Pratect Fram Light

HOW SUPPLIED: Dactomax Four-On solution is avaitable i
250-ml, 14, 25-1, and 5L melti-dose contalners.

HADA F141-095, Approved by FDA
Lonsult your vateri for
wreatment, and control of pacasitisay.
Nat for hutnan use

Restrictad Drug {CA} Use only us directed.
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